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26. (once amended) A carrier for the oral administration of a pharmaceutical 
additive to mammals in a discrete dosage form, said earner comprising: 

an extrudate having a matrix, and iry^uding: 

10-50% starch, 

0-40% fat or oil, 

8-50% polyhydric alcohol, y 

sucrose, and 

at least about 5% water/ 
said carrier having an of about 0.60 to about 0.75, and a soft and chewy texture, and said 
being adjusted to permit an appropriate amount of free water in the presence of the additive. 



REMARKS 

In the above identified Office Action the Examiner has rejected claims 1-5 and 9-28 
under 35 U.S.C. §112 as indefinite. The Examiner has questioned the recitation of "a 
therapeutically effective amount" and "nutritional." Applicant has amended the claims to correct 
these matters and as amended, the claims are now considered to be acceptable under 35 U.S.C. 
§112. 

Claims 1-5 and 9-28 have been rejected as obvious over the patent to Yang et al. 
As stated by the Examiner, Yang et al. discloses a confectionery delivery system comprising an 
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extruded matrix having a range of a sweetener which is a mixture of sorbitol starch, and sugar that 
encompasses the ranges and amounts of the instant claims along with about 1% to 30% water. The 
Examiner has stated that Yang et al. does not specifically list the exact amovmt of ingredients, nor 
does it list the water activity. The Examiner has concluded that the specific amounts in the instant 
claims are manipulatable perimeters that would be obvious to one skilled in the art at the time of the 
invention. 

Applicant has amended the claims so that they now distinguish over Yang et al., 
noting that as amended in claim 1, the is adjusted to permit an appropriate amount of free water 
in the presence of the additive. Yang et al. can not tolerate water in the presence of his active; 
rather Yang et al. precoats his active prior to admixing with the rest of the ingredients. In this 
manner, the active is thus water msolublized; as stated by Yang et al., "it is critical to the success of 
the invention that an effective masking of bittemess and undesirable mouth feel or texture be 
accomplished. The active ingredients therefore undergo a treatment prior to their incorporation in 
the confectionery matrix. Precoating of the active is required . . . ". As a result, the active is 
sequestered fi-om the remainder of the mix and there is no interaction therewith. 

With the subject invention, the active ingredient or additive is permitted interaction 
with the remainder of the mixture. Control of those active ingredients which interact with water is 
made possible through control of the water. Thus, the water in the mixture is bound up to the 
degree necessary to protect the active ingredient. If the active ingredient does not need protection 
then the water activity may be increased. If the active ingredient is water sensitive, then the water 
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activity is depressed. There is no need to pre-coat the active ingredients with Applicant's invention. 
This is a substantial difference, allowing free water to be in the presence of the active ingredient in 
Applicant's invention, which condition is not permitted in Yang et al. 

In addition, claim 12 has been amended to reflect the difference between the two 
step procedure of Yang et al. and the one step procedure of the subject invention. Because the 
additive need not be precoated, the ingredient may be mixed together in a one-step process 
substantially simplifying the formulation procedures. 

In addition to the above, claim 26 has been amended to require sucrose. Yang et al. 
explicitly states that "the inventive delivery system is substantially fat free and sucrose free." (Col. 
8, In. 9-10). Applicant has no such restrictions and claim 26 reflects such. 

Reconsideration and reexamination of the subject application is respectfiilly 
requested. With the above amendments this application is considered ready for allowance. Should 
the Examiner be of the opinion that a telephone conference would expedite prosecution of the 
subject application, he is respectfully requested to call the undersigned at the below-listed number. 
Date: April 19. 2001 Respectfully submitted, 

WELSH & KATZ, LTD. 

Gerald T. Shekleton 
WELSH & KATZ, LTD. Registration No. 27,466 

120 South Riverside Plaza, 22nd Floor 
Chicago, Illinois 60606-3913 
Telephone: 312/655-1500 
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VERSION WITH MARKINGS TO SHOW CHANGES MADE 

1. (three times amended) A carrier for the oral administration of [a therapeutically effective 
amount of] an additive selected from the group consisting of pharmaceutical, nutritional 
su pplements , vitamins and minerals, and mixtures thereof to mammals in a discrete dosage form, 
said carrier comprising: 

an extrudate including a matrix having 

about [a)]iO to about 50% wt starch, 

0 to about 40% wt fat or oil, 

about 8 to about 50% wt polyhydric alcohol, 

sugar, and 

at least about 5% wt water 
said carrier having an A^ of about 0.60 to about 0.75, and a soft and chewy texture, and said 
A^ being adjusted to permit an appropriate amount of free water in the presence [is variable 
dependent on the properties] of the additive. 

12. (twice amended) A method of making a carrier [for an] and additive mixture for use in 
an oral adminisfration of a therapeutically effective amount of [an] the additive in discrete dosage 
form, comprising the steps of: ^ v 

a) forming a matrix and additive admixture by mixing , in a one-step procedure 
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additive. 

about 10 to about 50% wt starch, 

0 to about 40% wt fat or oil, 

about 10 to about 50% wt polyhydric alcohol, 

sugar, and 

at least about 5% wt water, 
[adding said additive to said matrix] and mixing; 
adjusting the relative amounts of polyhydric alcohol and water to control the of said carrier to 
adjust the level of moisture in the carrier to be a level not inimical to the additive and extruding said 
carrier and additive to form an extrudate. 



26. (once amended) A carrier for the oral administration of a [therapeutically 
effective amount of a] pharmaceutical additive to mammals in a discrete dosage form, said carrier 
comprising: 

an extrudate having a matrix, and including: 

10-50%o starch, 

0-40% fat or oil, 

8-50% polyhydric alcohol, 

[sugar] sucrose , and 

at least about 5% water. 
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said carrier having an of about 0.60 to about 0.75, and a soft and chewy texture, and said 
being adjusted to permit an appropriate amount of free water in the presence [is variable dependent 
on the properties] of the additive. 



